REMARKS 

Claim 20 is amended to specify that the device is foamed. Prior to the 
amendment, Claim 20 required that the device not be foamed. Support for this 
amendment is in the Specification at page 1 1 , lines 16-17. Claim 2 is also amended for 
grammatical purposes to include the word "and" at line 10. This amendment serves to 
clarify the claim and does not narrow its scope. Claim 9 is canceled. 

At pages 2-4 of the Office Action, the Examiner maintains the rejection of Claims 
2, 3, 8-11 and 19-32 under 35 U.S.C. §103(a) as being obvious over U.S. Patent No. 
5,686,099 to Sablotsky, era/. ("Sablotsky") in combination with U.S. Patent No. 
5,418,052 to Sugie era/. ("Sugie"). Reconsideration and withdrawal of this rejection is 
respectfully requested. 

The Examiner asserts that Sablotsky teaches a non-foamed adhesive device 
containing styrene copolymers and an active purportedly having a glass transition 
temperature within the cited range. The Examiner acknowledges that Sablotsky lacks 
the specific copolymer, but asserts that the Sablotsky teaches use of different polymers 
and provides guidelines for suitable polymers for the composition. The Examiner 
asserts that Sugie teaches styrene-ethylene-propylene-styrene ("SEPS") block 
copolymer. The Examiner also makes statements in response to the October 15, 2002 
amendment filed by the Applicants. 

The claims are amended to specify that the device of the present invention is 

foamed. The foamed devices of the present invention have several unexpected 

properties and benefits compared to non-foamed devices in the art. The devices have 

good conformity, including on uneven surfaces, owing to the elasticity and plasticity of 

the foamed devices. Also, vacuoles in the foam bring about a more than proportional 
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increase in the transportation of active substances which results in improved release 
rates. See, Specification at page 1 1 , line 16 - page 12, line 4. 

Sablotsky concerns devices for delivery of drugs to the body that comprise a 
pressure sensitive adhesive having at least two phases. Sablotsky, column 1, lines 18- 
26. Sablotsky, as noted by the Examiner, does not disclose foamed devices. Thus, 
Sablotsky provides no teaching or suggestion of foamed transdermal delivery devices, 
let alone foamed devices comprising at least 3% by weight of a SEPS block copolymer 
and also having the additional polymer set forth in the claims, wherein the device has a 
glass transition temperature of less than 15°C at a frequency of 0.1 rad/s and is in the 
form of an adhesive with active dispersed in the device, as required by the claims of the 
instant Application. Thus, Sablotsky fails to teach or suggest the present invention, as 
set forth in the amended claims. 

Sugie concerns a hot melt adhesive composition having SEPS and styrene- 
ethylene-butylene-styrene polymers ("SEBS"), tackifying resin ingredients and 
plasticizing oil ingredients. See, Sugie, column 2, lines 38-41. Sugie does not provide 
event the slightest scintilla of teaching or suggestion that the hot melt adhesive can be 
foamed. Thus, Sugie provides no teaching or suggestion that SEPS can be used in a 
foamed transdermal device. 

Considering that Sablotsky provides no teaching or suggestion of a foamed 
transdermal device comprising SEPS, particularly those having the characteristics set 
forth in the amended claims of the instant application, and Sugie also provides not 
teaching or suggestion that SEPS can be used in a foamed transdermal device, the 
combination of Sablotsky and Sugie provide absolutely no teaching or suggestion of the 
foamed devices of the present invention. 
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The foamed device of the present invention has several unexpected advantages 
and benefits compared to the art that result from the device being foamed, as required 
by the claims. These include good conformity and a more than proportional increase in 
the transportation of active substances, as discussed in the Specification and cited 
above. As such, the present invention, as set forth in the amended claims, is not 
obvious over Sablotsky in view of Sugie. 

At page 4 of the Office Action, the Examiner maintains the rejection of Claims 12- 
13 under 35 U.S.C. § 103(a) as being obvious over Sablotsky in combination with Sugie 
and in further view of U.S. Patent No. 4,915,950 to Miranda et al. ("Miranda"). 
Reconsideration and withdrawal of this rejection is respectfully requested. 

During prosecution of the instant Application, the Examiner cites Miranda for the 
alleged teaching of applying the backing layers to the devices of the present invention. 
Claims 12 and 13 are dependent from Claim 20. As discussed above, the present 
invention, including the embodiment of Claim 20, which requires that the device is 
foamed, is not taught or suggested by Sablotsky combined with Sugie, and the foamed 
device of the present invention has several unexpected properties and benefits. 
Miranda does not add any teaching or suggestion of the present invention. As such, the 
present invention, including the embodiments set forth in Claims 12 and 13, as 
amended, is not obvious over Sablotsky in combination with Sugie and in further view of 
Miranda. 

At page 4 of the Office Action, the Examiner maintains the rejection of Claims 17 

and 18 under 35 U.S.C. § 103(a) as being obvious over Sablotsky in combination with 

Sugie and in further view of U.S. Patent No. 5,914,828 to Dunshee et al. ("Dunshee"). 

Reconsideration and withdrawal of this rejection is respectfully requested. 

6 

M:\Users\MAM\BDF\SUBSTANCE RELEASE\jul03resp.doc 



During prosecution of the instant Application, the Examiner asserts that Dunshee 
teaches physical characteristics that allow for air permeability and sterilizing with 
gamma radiation. Claims 17 and 18 are dependent from Claim 20. As discussed 
above, the present invention, including the embodiment of Claim 20, which requires that 
the device is foamed, is not taught or suggested by Sablotsky combined with Sugie, and 
the foamed device of the present invention has several unexpected properties and 
benefits. Dunshee does not add any teaching or suggestion of the present invention. 
As such, the present invention, including the embodiments set forth in Claims 17 and 
18, as amended, is not obvious over Sablotsky in combination with Sugie and in further 
view of Dunshee. 

At pages 4-5 of the Office Action, the Examiner objects to Claim 9 under 37 
C.F.R. §1.75(c) as being of improper dependent form for failing to further limit the 
subject matter of a previous claim. Claim 9 is canceled by the within amendment. 
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Claims, as amended, showing the changes thereto. 
Cancel Claim 9 . 

20. (Twice Amended) A device for releasing active substance comprising at 
least 3% by weight of a styrene-ethylene-propylene-styrene ("SEPS") block copolymer, 
additional polymers based on block copolymers having at least one hard phase (A) 
based on styrene or derivatives thereof and at least one soft phase (B) selected from 
the group consisting of ethylene, butylenes, propylene, isoprene, butadiene and 
mixtures thereof constructed on the basis of diblock (A-B) and/or triblock (ABA) having 
less than 80% by weight diblock copolymers and at least one locally or systemically 
active substance which does not have a hyperaemic action wherein the device is [not] 
foamed and has a glass transition temperature of less than 15 °C at a frequency of 0.1 
rad/s and [wherein the device] is in the form of an adhesive composition and the active 
is dispersed in the device. 
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CONCLUSION 



The instant application is believed to be in condition for allowance. Accordingly, 
Applicants request a Notice of Allowance of Claims 2, 3, 8 and 10-32. The Examiner is 
invited to telephone the undersigned at (908) 722-0700 if it is believed that further 
discussions, and/or additional amendment would help advance the prosecution of this 
application. 



CONDITIONAL PETITION FOR EXTENSION OF TIME 



If any additional extension of time for this response is required, Applicants 
request that this be considered a petition therefor. Please charge any required petition 
fee to the Deposit Account No. 14-1263. 

ADDITIONAL FEE 

Please charge any insufficiency of fees, or credit any excess, to the Deposit 
Account No. 14-1263. 



July 1,2003 



norris, Mclaughlin & marcus 

220 East 42 nd Street, 30 th Floor 
New York, NY 10017 
(908) 722-0700 

Attorney Docket No. BEI-644-WCG 
Our File: 100718-204 US 
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Respectfully submitted 



Mark A. Montana 
Registration No. 44,948 



